
Section 6- 51 O(k) Summary of Safety arid Effectiveness 

6.1 
Statement 

This summary of 5 1 O(k) safety and effectiveness information is being submitted 
in accordance with the requirements of SMDA 1990 and CFR 807.92 

6.2 
Submitter Haemonetics Corporation 

400 Wood Road 
Braintree, MA. 02 184-9 1 14 

6 3  Susan Finneran 
Company F U  Product Manager 
Contact 355 Wood Rd. 

Braintree, MA. 02 1 84-9 1 14 
78 1-356-9220 

6.4 
Device Name 

Proprietary Name: Haemonetics 4ml Sampling System 
Common Name: Platelet Transfer Set. 
Classification Name: Transfer Set 

6.5 
Predicate 

Marketed 
Devices 

Legally 
The Haemonetics 4ml Sampling System is substantially equivalent to the 
Charter Medical Platelet Transfer set that was cleared via BK960043. 

-4.6 
Device 
Description 

The 4ml sampling system is a platelet transfer device that is intended to be 
sterile connected to a currently commercialized platelet storage container. 
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